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DETAILED ACTION 
Acknowledgement of Papers Received: Information Disclosure Statement dated 3/16/04. 

Claim Rejections - 35 USC §102 

1. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

2. Claims 1,2,7-1 1,13 and 14 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Morita et al (USPN 6,156,343 hereafter '343). The claims are drawn to a tablet formulation 
comprising a core. The core being surrounded by a water-soluble polymer and further being 
coated with an enteric polymer formulation comprising water-soluble pore formers. 

3. The *343 patent teaches a controlled release tablet formulation comprising a core matrix 
and comprising water soluble polymer such as hydroxypropylcellulose and a binder such as 
magnesium stearate (Table 2). The core is coated with an enteric polymer such as 
hydroxypropyhnethylcellulose phthalate (col. 5, lin. 58-63). The coating fiirther includes water 
soluble pore-forming polymers such as hydroxypropylmethylcellulose (col. 4, lin. 15-18). 
Regarding the enteric polymers preventing a burst effect, it is the position of the Examiner that 
the polymers would inherently prevent a burst reaction based on their arrangement in the tablet 
formulation. For these reasons the claims are anticipated by the disclosures of the *343 patent. 
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Claim Rejections - 35 USC §103 

4. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this OfBce action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

5. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a backgroimd for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

6. Claims 26-29 are rejected under 35 U.S.C. 103(a) as being unpatentable over the 
disclosures of Morita et al (USPN 6,156,343 hereafter '343). The claims are drawn to a method 
of making a controlled release formulation comprising granulating specific ingredients, forming 
a core and coating said core tablet. 

7. As discussed above the '343 patent discloses a tablet formulation comprising a core 
matrix and coating. The reference discloses that the core ingredients are granulated and pressed 
into tablets and further coated with an enteric polymer solution (examples 1). The ingredients 
include hydroxypropylmethyl cellulose, a drug and magnesium stearate (examples). Te 
examples are silent to the inclusion of microcrystalline cellulose although microcrystalline 
cellulose is disclosed as being admixed into the core formulation (col. 6, lin. 61-68). The 
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examples use lactose although microcrystalline cellulose is disclosed as a functional equivalent 
diluent useful for the purposes of the invention. 

8. It is the position of the Examiner that it would be well within the level of skill in the art to 
substitute a functional equivalent into a well known method. Barring a showing of unexpected 
results for the specific diluents of the instant claims, it is the position of the Examiner that such 
limitations do not impart patentability to the claims. One of ordinary skill in the art would have 
been motivated to include the microcrystalline cellulose into the formulation method with an 
expected result of a coated controlled release formulation. 

9. Claims 1,3-6,12,15-25,30 and 31 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over the combined disclosures of Morita et al (USPN 6,156,343 hereafter *343) in 
view of Chao et al (US 2003/0073826 hereafter '826). The claims are drawn to a controlled 
release formulation comprising crystalline clindamycin fi-ee-base in the core. 

10. As discussed above the '343 patent discloses controlled release tablet formulation 
comprising a core and enteric coating comprising water-soluble pore-forming polymers. The 
reference while disclosing various drugs is silent to the specific agent of the instant claims. Also 
the reference discloses various enteric polymers yet, is silent to the specific polymer recited in 
the claims. 

1 1 . Regarding the active agent and the enteric polymer, it is well within the level of skill in 
the art to include specific agents into a formulation as seen in the '826 patent. The '826 patent 
discloses a tablet formulation comprising crystaUine clindamycin free-base (abstract). The tablet 
formulation comprises a core comprising up to 1000 mg of crystalline clindamycin free-base 
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[0050], [0081]. The core comprises disintegrants such as cellulose ethers, microcrystalline 
cellulose, pectin and karaya gum [0054]-[0055]. The core is coated with enteric polymers 
including polyvinyl acetate phthalate [0064]. The reference further provides a method of treating 
various infections with the crystalline free base clindamycin in humans [0080]. An artisan 
would have been motivated to include the components of the *826 patent in to the formulation of 
the '343 patent in order to have an improved control release of the antibiotic. 
12. One of ordinary skill in the art would have been motivated to combine the antibiotic and 
enteric polymer of the *826 patent into the controlled release formulation of the '343 patent in 
order to better control the release of the antibiotic over a long period of time. It would have been 
obvious to do so with an expected result of a method of treating infection using an improved 
controlled release formulation. 



Correspondence 

Any inquiry concerning this communication or earUer conmiunications from the 
examiner should be directed to Micah-Paul Young whose telephone number is 571-272-0608. 
The examiner can normally be reached on M-F 7:00-4:30 every other Monday off. 

If attempts to reach the examiner by telephone are unsuccessfiil, the examiner's 
supervisor, Michael Hartley can be reached on 571-272-0616. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
infomiation system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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